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Troject 1

Medical Device |

With innovation and the rapid advancement of technologies, medical devices are currently
one of the fastest growing industries. Like medicines and other health technologies, medical
devices are essential for patient care—at the bedside, at the rural health clinic or at the large,

specialized hospital.
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1. Could you list the names of some medical device?

2. Have you heard of GHTF? What kind of an organization is GHTF?

GHTF

The Global Harmonization Task Force
(GHTF) was conceived in 1992 in an effort
to achieve greater uniformity between
national medical device regulatory systems.

GHTF was a voluntary group of

representatives from national medical device

regulatory authorities and the regulated
industry. The GHTF was comprised of representatives from five founding members grouped
into three geographical areas: Europe, Asia-Pacific and North America, each of which actively
regulates medical devices using their own unique regulatory framework. Beginning in 2006,
membership expanded to include three Liaison Body members: Asian Harmonization Working
Party (AHWP), International Organization for Standardization (ISO), and International
Electrotechnical Commission (IEC).

The purpose of the GHTF was to encourage convergence in regulatory practices related
to ensuring the safety, effectiveness/performance and quality of medical devices, promoting
technological innovation and facilitating international trade. The primary way in which this
purpose was accomplished was via the publication and dissemination of harmonized documents
on basic regulatory practices. These documents, which were developed by five different GHTF
Study Groups, provided a model for the regulation of medical devices that can then be adopted/
implemented by national regulatory authorities.

The organization GHTF no longer exists, and has been permanently replaced by the IMDRF.
The International Medical Device Regulators Forum (IMDRF) is continuing the work of GHTF.

e
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Medical Device Definition

Medical devices range from simple tongue depressors and bedpans to complex
programmable pacemakers with micro-chip technology and laser surgical devices. In addition,
medical devices include in vitro diagnostic products, such as general purpose lab equipment,
reagents, and test kits, which may include monoclonal antibody technology. Certain electronic
radiation emitting products with medical application and claims meet the definition of medical
device. Examples include diagnostic ultrasound products, X-rays machines and medical lasers.

The Global Harmonization Task Force (GHTF) proposed the following definition for
medical device.

"Medical device" means any instrument, apparatus, implement, machine, appliance,
implant, in vitro regent or calibrator, software, material or other similar or related article:

intended by the manufacturer to be used, alone or in combination, for human beings for
one or more of the specific purpose(s) of:

O diagnosis, prevention, monitoring, treatment or alleviation of disease.

O diagnosis, monitoring, treatment, alleviation of or compensation for an injury.

O investigation, replacement, modification, or support of the anatomy or of a physiological

process.

© supporting or sustaining life.




-EEM§!k§i§

© control of conception.

© disinfection of medical devices. J

© providing information for medical or diagnostic purposes by means of in vitro examination
of specimens derived from the human body.

and

which does not achieve its primary intended action in or on the human body by
pharmacological, immunological or metabolic means, but which may be assisted in its intended
function by such means.

This definition provides a clear distinction between a medical device and other products
such as drugs or biological products. Medical devices differ from drugs in that they do not
achieve their intended use throﬁgh chemical reaction and are not metabolized in the body.
If the primary intended use of the product is achieved through chemical action or by being
metabolized by the body, the product is usually a drug. Biological products include blood and
blood products.

A clear understanding of the medical device definition helps us to determine whether or

not a product is a medical device.

Nem Wesdp




Medical Device

Prelefional phicrey

1. tongue depressor 7 &%

2. micro-chip technology it H AR

3. surgical device AMEFFAREEE

4. test kit Xil&

5. monoclonal antibody technology H.5LFEHTIAF A
6. in vitro {44h

ep o Whe Tem
1. "Medical device" means any instrument, apparatus, implement, machine, appliance, implant,
in vitro regent or calibrator, software, material or other similar or related article:

intended by the manufacturer to be used, alone or in combination, for human beings for
one or more of the specific purpose(s) of:

© diagnosis, prevention, monitoring, treatment or alleviation of disease.

© diagnosis, monitoring, treatment, alleviation of or compensation for an injury.

O investigation, replacement, modification, or support of the anatomy or of a physiological

process.

O supporting or sustaining life.

© control of conception.

© disinfection of medical devices.
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O providing information for medical or diagnostic purposes by means of in vitro examination

of specimens derived from the human body;
and

which does not achieve its primary intended action in or on the human body by
pharmacological, immunological or metabolic means, but which may be assisted in its intended
function by such means.
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2. Certain electronic radiation emitting products with medical application and claims meet the
definition of medical device.
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Practical Al

L In pairs or small groups, discuss the questions.

1. What is medical device?

2. Go to the website www.imdrf.org, and review the GHTF document providing the medical device
definition.

3. Visit the website www.fda.gov, and search for the medical device definition regulated by FDA.

4. What is the major distinction between a medical device and drug?

@



Medical Device

II. Choose the right answer.
1. What kind of an organization is GHTF?

A. Tt is an organization responsible for the regulation of medical device in USA

B. Itis engaged in the scientific research of medical device

C. Its purpose is to encourage convergence in regulatory practices related to ensuring the
safety, effectiveness/performance and quality of medical devices

D. It is an official organization of representatives from national medical device regulatory
authorities and the regulated industry

2. Which of the following statement is not true about GHTF?

A. It includes three Liaison Body members: The International Medical Device Regulators
Forum (IMDRF), International Organization for Standardization (ISO), and International
Electrotechnical Commission (IEC)

B. It works on the publication and dissemination of harmonized documents on basic
regulatory practices to provide a model that can then be adopted/implemented by national
regulatory authorities

C. It has been permanently replaced by the International Medical Device Regulators Forum
(IMDRF)

D. It was established by 5 five founding members in 1992

3. Medical devices differ from in that they do not achieve their intended use through

chemical reaction and are not metabolized in the body.
A. biological products B. drugs
C. blood products D. electronic radiation emitting products
4. If the primary intended use of the product is achieved through chemical action or by being

metabolized by the body, the product is usually a ;

A. medical device B. biological product
C. chemical product D. drug
5. Blood and blood products are ______.
A. biological product B. medical device
C. chemical product D. pharmaceutic product

6. Which of the following statement is true about medical device?

A. Medical device is used for human beings and animals
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